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Survey Overview

Online — started 20 September 2009
Includes All 19 questions for which FDA seeks answers
» Tallies votes on specific answers/solutions

Support of Drug Industry

4% > PlUS 575 COmmentS Respondent Affiliations

36%

354 Respondents as of 1 November 2009

27%

> 126 Blog readers

» 101 PMN subscribers

18%

% Repondents

14% » 64 Twitter followers

9%

. ~ 45 Web site visitors
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Adverse Events: Summary of Findings

' Vast majority of “Adverse Experiences” reported on social media sites do
NOT meet the requirements for AE reporting

» Great majority of respondents (up to 87%) agree*

' Although there are monitoring tools available, the resources required to
monitor all social media sites for adverse events are not justifiable

2 Consequently, few companies have standard operating procedures for
processing adverse event information from social media sites

- However, pharma companies can help consumers report adverse events
directly to the FDA using social media tools such as widgets placed on
drug.com Web sites (see slide # 9).

* See slide #5
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Social Media AE Challenges

Adverse Event Reporting

What challenges are presented in handling adverse event information from these sources?

The amount of information from
these sources is potentially too vast
to be processed economically (lack

of resources) Not Actionable
Finding adverse event information

from these sources is like finding a Lack of Resources |
needle in a haystack (too daunting)

BALL (150) MPHARMA (37} W AGENT (74)

The information is usually Too Daunting
incomplete and does not meet the

requirements for submitting a ko Tasics |
meaningful AER (not actionable)

There are many potential issues that None of Above .4/
won't fully be known until the
practice of monitoring social media 0% 15% 30% 45% 60% 750, 90%
for AEs is more prevalent (unknown
issues)

% Respondents
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Social Media AE Uncertainties

Adverse Event Reporting

What uncertainties are there regarding what should be reported from these sources to meet FDA
adverse event reporting obligations?

Uncertainty regarding the true

identity of the reporter (anonymous WALL (154) MPHARMA (38) WAGENT (74)
source)

© Uncertainty regarding the true Reporter 1D
identity of the patient (no patient
named) Patient ID

© Uncertainty regarding the identity of
the drug (eg, reporter refers to Seriaiamee ol AL
"sleep pill" rather than brand name
of drug) Drug ID

£ Uncertainty regarding the 79
seriousness of the event reported None of Above [0

0%  10% 20% 30% 40% 50% 60% 70%  B80%
% Respondents
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Monitoring AEs on Social Media Sites

products?

Use of automated keyword searches
of selected social media sites by
specialized agencies and/or
professionals

Intermittent searches of selected
social media sites performed by
company personnel or agents

Intermittent searches of SEARCH
ENGINES performed by company
personnel or agents

Routine and automated keyword
searches of TWITTER (eg, performed
by SocialOomph or other services)

Use of social media monitoring tools
that do not include keywords

5M Tools Other Than
Search

Twitter Keyword
Search

Search Engine

Intermittent Keyword
Search

Auto Keyword Search

None of the Above

Don't Know

Pharma
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Adverse Event Reporting

How are entities with postmarketing reporting responsibilities and other stakeholders using the
Internet and social media tools with regard to monitoring adverse event information about their

BALL (153) mPHARMA (37} MAGENT (73)

0% 10% 20%

% Respondents

30% 40% 50%




Processing Social Media AE Information

® Special group within the company is
responsible for receiving, reviewing,
and processing AEs

© Receiving and processing AEs is
outsourced to a specialized agency;
review is handled in-house to
determine which AEs need to be
reported as required by law

© We have no SOP (Standard
Operating Procedure) for receiving,
reviewing, and processing AEs from
these sources

Adverse Event Reporting

How is adverse event information from these sources being received, reviewed, and processed?

BALL (157) mMPHARMA (38) mAGENT (75)

Don't Know

No SOP

Outsourced

Internal Group

0% 5% 10% 15% 20% 25% 30% 35% 40% 45% 50%

% Respondents
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AE Reporting Safe Harbor Widget

HOW ARSCEPT s Thought fo Work

Safety
Wiasch

If you or
SOMECNE You
know ane

Experiencing an
adverse event
(side effect) as

a result of
taking your
medication,
click here far
more
information.

CLICK HERE

M|

“One-Click” Access to FDA and/or Pharmaco AE Reporting System

medical produc, you are encour

IT vou think you or someone i your fumily his experienced o serious reaction o o

o talk i vour dector first. Your healh cone
O ST 0 OWER CHINICAL ERED HALTRIL RN ok FUT FICAACal Pecord =1 I..‘:.:.l\.
o icer con prowide clinical informution based on your medical r | that can help

us evalunte your reporl. Below are 4 options for procceding

EDA i

Complete a simple
online form which
you can then print

out and discuss
what you are
expenancing with
your doctor

[ o B Contact Pizer at
ﬂ B0 36+ 1585

Cail the FDA 28
1-800-Fira-1 088

T ae—

—_—

thee foem and esther
Fax it o us 8% 1-B00-

FOA-0178 or madl it
back using the
postage-paid

adcressed form

Download a copy of

.

Unling Vohentary
Reparting Farm
and Submit
Online

8 g e
i
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Pharmaceutical companies that post approved widgets on their drug.com Web sites should be allowed to monitor
3rd-party social media sites without the need to report any potential adverse events they may come across.
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On Sale Outside or Online

Hoping for Helpful
Guidelines, but Not
Expecting Any

AL 60T NSRS
{ausy T-SAN

Availability: In stock. Usually ships within 24 hours.

Order and pay for this T-shirt now using your credit card...

ONLY $29.95

Add to Cart |
= VIEW CART
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Contact Information

John Mack

Follow me on Twitter:
http://twitter.com/pharmaguy

Facebook page:
http://www.facebook.com/pharmaquy

www.news.pharma-mkting.com
www.pharmamkting.blogspot.com

WANTED: Answers to FDA's Q’s
Regarding Pharma's Use of Social Media

Say what’s on your mind! Anonymous
comments welcome! Results will be
submitted to the FDA.

http://bit.ly/zPR1f

[ohnmack@virsci.com

215-504-4164
215-504-5739 (Fax)
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